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DETAILED ACTION 

This application is a continuation of application serial number 08/739,703, which claims 
priority to provisional application 60/008,104. 

Claims 21-42 are currently pending in this application. 

1 In vi e W of the amendment filed April 9, 2001, only the following rejections are maintained. 

Claim Rejections - 35 USC § 103 

, „ • • ^ot;«n n f TI S C 103(a) which forms the basis for all obviousness 
The following is a quotation ot 35 u.5>.^. iuj w mu " 

rejections set forth in this Office Action: identically disclosed or described as set forth in 

manner in which the invention was made. 

This applicationcurrentlynames joint ^^^^^^ 
under 35 U.S.C. 103(a), the Exammer presumes ^.^J*^*^ ^ evidence to 
commonly owned at the time any inventions covered there r ™£<^ « J jnventor 
the contrary. Applicant is advised of the o«ig*oo^ ° m P e 7 later inven tion was 

and invention dates of each claim that was not commo ^ ™ d ^ tential 35 

made in order for the Examiner to consider the applicability of 35 U.S.C. (c) P 
U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

2 Claims 21-42 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chaudhary et al (V on form PTO-892) in view of Neville et al (AJ on form PTO-1449 filed 
December 1999), Hirsch et al (AS on form PTO- 1449 filed December 6, 1999) and Whitlow et 
al (74A on form PTO-1449 filed December 6, 1999), all of record. 

"The rhaudharv et al reference teaches the construction of single 
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first 390 amino acids of the toxin, the effect is the same , m 
Lptor binding site, and the two '^^^^^^Om « * 
special properties beyond the propertie . d : the DT 88 ^ Qver ^ DT388 0 f 

Therefore, the instantly disclosed and tim ^^^ 3lKi at mI y et al does not teach an 
Chaudhary et al absent * ^^^SSSS^^^ comprising 
anti-CD3 antibody. Neville et al teaches the use or .a* y ^ , eukemia 

diphtherial^ 

in a munne model. It is well known in m activated T cells and is more widely 

while IL-2R (the ^^^^X^Z teaches that an anti-CD3 
expressed on immune cells, includmg B cells^ Nev me e ^ft-versus-host 
antibody-diphtheria toxm conjugate autoimmune disease (page 2588, 

disease (page 2588, paragrap ^bndgmg ***** * ^« CD3 can recognize a„ d kill resting 
second column in particular) and AIDS, th Maner ^ fa 
T cells, thereby helping to eliminate ] f^J^^^ t , Hirsch et al teaches that 
particular). Neville et al teaches whole ^*^^^Xuk) are immunosuppressive 
anti-CD3 F(ab') 2 fragments (laclong the Fc . portion of the molecule) ^ ^ 
withoutthecomplicationssomet^ ^3 
antibodies (Abstract in particular) Hirsch et ^ ™ r f ki fts wh^ et al teaches 

F(ab') 2 fragments is effective in the inhibiUo- of Ae Hfies My 

that incorporation rf^.^^^T^^ combines the antigen 
engineering and that engineering "^^^^ of the fusion partner (page 97 in 
specificity of the parent antibody with ^ e ff™^™ SGGGS linker polypeptide (Table 2 
/articular). Whitlow et al further ^^^^^LJifS^i in 
In particular) and that linker design and usage is no particularly p ^ ^ ^ ^ ^ 

particular). It would have been prima flue J^ to of the^nincated diphtheria 

time the invention was made to "^^^^^ immunotoxin taught by Neville 
toxin taught by Chaudhary et al ■ *ith the ^i-Cm member o ^ ^ ^ ^ 

et al as an scFv due to the fact ^^^^^^ whole mo lecule and the teachings 
that antigen binding fragments of anti-CD3 ^PJ^TaSibody-toxin. One would have been 
of Whitlow et al that scFvs simplify Paction of the artbody ^ fact 

motivated with a reasonable expectation rf^^^-S^ ^clogy of a subject's 

Son^h^^ 

purification and conjugation of multiple cell products. 

3 Claims 21-42 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chaudharyetal(VonformPTO-892)inviewofNevilleetal(AJonformPTO-1449fed 

C arye k . u , , A _ nn - PT0 .1449 filed December 6, 1999), Whitlow et al 
December 6, 1999), Hirsch et al (AS on form PTO 144* nieo 
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^twasst^^^^^ 

al references have been conjugates for the treatment of graft- 

Neville et al regardmg the use of UCHTlch phthe ^ obvious tQ 

versus-host disease (Abstract m P"^^^,, made to use anti-CD3 conjugated wrVh 
of ordinary skill in the art at the tune the ™^ °^would be further motivated with a reasonable 
truncated diphtheria toxin for the reason above and wou . a ^ was more 

time the claimed invents was made, and does ^ 
Applicanfsdisc.osurcsuchareconstruction.sproper. S^nreMcLau, 

,70 USPQ 209 (CCPA 1971). ^ references> 
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things of .he prior ar, .0 produce ,h. claimed inven.ion where rhere is some reaching, 
ger.e^a.aiiab^o.eofo^sBI in *e«. See ,„« n ™,S37F. d 071,5 
USPQ2d 1596 (Fed. <*. 198S)and ft n*~. ™ F.2d 347, 2, USPQ2d 194. (Fed. C, 

Whrle ,he Examiner's shrremen. was g—cal.y — , U was nevertheless dear y 
expressed why one would w». ro replace ft. a».i-Tac of Chaudh,, wi«h rhe a«,CD3 of 
Jville App.ican, argues rha, Neville only show, bivalen, whole an.,bc4,, a ft. recogmzed 
previously by .he Ex—, and rherefore .here cou,d he no expecrarion of success «b » 
monovalen. ScFv ,„ CD3. This is no, persuasive because ft. Hirseh e, a, reference dta* 
L^^-ft^l..-^^"— ^^^^ 

««» Whole -tody — Further, the artisan would Mly expec, a rno„c,a.en, 
anribody to be ab.e .0 effectively bind » org* as de—ed b, Chaudhruy s effecuve 
i „« [ „duc,i„„ofDT,o K llswi,h»ScFv.Refe re „«sc»b,co ra binedno.on,,fo,wha,^ 

skill in .he art a, ft. *. fte inversion was made (ft re "0 USPQ 2» 

would have had a re*onable «P— - — — ™ 

conaruc. in view of ft. ci.ed references and Apphcan. is respec.fully reminded .ha. fte 

expec.io„ need only be a reasonable one and no. absohne p,ed,cbili.y (ft « «-* 

USPQ2d 1438 (CAFC, 1991)). 

Conclusion 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed wrth.n TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed untu after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory penod 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 



of this final action. 



sho^recUo"^ 

Examiner can normally be reached ™* ™* ' ^ be w ori tfc Examiner's 

Center 1600 receptionist, whose telephone number is (703)308-0196. 
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